Anpeca 02093, ™. Kuis, zyn. Bopucninbeceka, 13

Ten./Dakc: {+38044)566-68-78 [lprAmanbHa
p H u u q (+38044)207-73-41 Biggin KoHTpONW AKOCTI
i {(+38044)207-75-04 YnosHoBakeHa ocoba 3 mKkocri

(+38044)207-73-27 YnoeHosaxena ocofa 3 dapMakoHarnsgy

Ceptudikar akocri / Ceprudikar ananisy Ne 170000008054

1. HalimeHnyBaHHA npogykuii: MEPIHOMNPEC®

(razsa, cuna Aii/akTuBHICTL, Nikapcbka popma Ta 1 TabneTka MICTUTL 4 Mr NepUHACNPUNY TpeT-0yTURaMIHY, Wo signosigae 3

pozmip ynakoekK {iA@HTVYHO 40 TEKCTY Ha ,338 mMr nepungonpuny;

YNakoBLi roTosoi npogykuii) Tabnetkn no 4 mr; no 10 TabneTok y KOHTYPHIA YapyHKOBIA ynakosui; na 3
KOHTYPHI MapYHKOBI YNAKOBKM B Nayli 3 MapKyBaHHAM YKPaTHCLKOK MOBG0

2. Homep cepii: RL20624

3. Poamip cepii: 14,260 TYN

4. KpaiHa-Bpo6HUK; Ykpaina

5. HafimeHyBanHA KpaiHW / Kpald npraHaueHHa YkpaiHa

ana cepii:

6. Homep peecrpayiiiHoro noceigyeHHs: UA/16982/01/02

7. BaTa smpobHuuTBa: 06,2024

8. laTa 3aKiHUeHHs TepmiHy NpUAATHOCTI 06.2027

{micaupb i pik, nicna AKoro J13 He 3aCTOCOBYETbCA):

9. Hazga, agpeca Ta Homepm niLenzii Bcix BUpo6MEHo, BKNIUAIOYN YNAKOBKY/MapKyBaHHA Ta KOHTPONL AKCCTI Ha MpAT

SiNbHNUE BNPOGHULUTER | KOHTPOMID AKOCTI] «Qapmauestyna  ¢ipma  «flapHuusa» 32 agpecow: M KuiB, By

Ceprudikatn signosigHocti GMP Bcix bopucnineceka, 13; niueHzia AB NeS98086; ceipourso npo atectauiio

BiAbHUUb: nabopaTopii BKA N¢ 128; ceprugikat GMP N2 072/2023/GMP

10. AHaniz BMKOHaHWRA 3rigHo: MKA J13 go peectpauiinoro nocsigdeHdA NeUA/16982/01/02 sig 11.05.2023
Ne879

PesynbTaTi ananisy;

N? m.n. HaldmeHyBaHHA MOKa3HNKa Bumory HopMaTUBHOT OKYMeHTaLT PesynbTatr ananisy
1 Onuac TabneTkn 6inoro abo Maixe GINOroO KONLOPY, NACCKOUMAIHAPWIHOI  Bignosigac

dopmu, 3 hackolo | puckoto
2 IneHTUdikalia A 4-cnekTp cyxoro sanviuky mMac BIBNOBINATK CNEKTPY CrakpapTHoro  Bignoeigac

3paska nepuHgonpuiy TpeT-6ytunaminy (EP CRS} abo
nepuHgonpuny TpeT-Bytnnaminy (OC3 DY), abo nepuHaonpuay
epbyminy (BP CRS ao USP RS)
3 laeHTUdikayin B Ha xpomaTorpamax BUunpoboBYBaHGIO PO3UMHY | PO3UMHY Bignosipae
nopiaHAHHA, oaepxadux 8 posAaini "KinokicHe Br3Haverna”, yacy
YTPUMYBAHHA OCHOBHUX NIKIiB MAKOTE CNiBMagaTK

4 OpHopigHicTe fo3oBanux ofuHWUL  Bignosifae sumoram AOY, 2.9.40. MpuimansHe yucno Binnoginae
AV £15,0 %
5 PosnagaxHs He Ginbue 15 x8 4 xB.
6 CynporifHi gomiuiki Homiwku B - He Ginbwe 1,5 % 0,0 %
7 CynpoBigHi AOMILUKK HAomiwxm F - He Ginbwe 1,5 % 00 %
8 Cynpoamm‘g@mmmw Aomiwkn G - He Ginbwe 0,6 % 0.0%
2 4,
- K i insuwe 0.6 % 0.0 %

9 C ° D-Heb , .

ynpoBmH%owm;EgBa - Homiwgn He Ginbwe o o
10 CyﬁpoalnHll_p,oMfLQKM - Aomiwknm E - He binbwe 0,4 % 0.0%

eopriiBHa -
11 Cyrrpoam@%lpmt%}%lgl_' 5 byab-AKCT iHWOT gomiwkK - He Binbiue 0,25 % Bignoginae
Sy

12 Cynpoamm AOMILIKK acéo Cyma gomiwok (kpim gomiwok B, C, D, E, F) - ve Ginvie 1,0 % 0,0 %

g y B
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Po3unHeHHA

Mpopoexennsa Ceprudikat akocti / Ceptndikar ananizy Ne 170000008054

MikpobionoriyHa uncrora

KinbkicHe BU3HAUEHHSA

YnakoBka

MapKkyBaHHs

Binnosigae sumoram ADY 2.9.3 npu Q=85 % 3a 15 xe

KpuTepii npuliHATROCTI: 3arancHe uncno aepobHmux
mikpoopraniamie - 1000 KYO/r. 3aranbHe yncno ApisIKoBUX |
nnicedHesnx rpubie - 100 KYO/r. BigcyTricte Escherichia cofis 11
He meHite 3,8 mri He Binbwe 4,2 Mr nepuHponpuny tpet-
ByTunamiHy B TabneTyj

BinnoeigHo ao MKA N3

Bianoeigro Ao 3aTBEPAMEHOrO TEKCTY MAPKYBaHHA

AR

Binnoeifae

Bianosinae *

3,9 mritab
Bignogigae

Bipnoginae

11. KomenTapi:

12. YmoBn 36epiranHa;

13. 3asABa npo ceptndikauilo:

* NlepiogUUHICTe KOHTPONIO B KOXHIA 10 cepil

B opurinanbrin ynakosui npu Temnepatypi He sume 25°C. 36epirat B HeAOCTYMHOMY 1A

AiTelr Micui.

Lum nigreepmsxyio, wio Bl BupoGHU cTagil ans uiel cepii roTosoi Npoaykuii Gynv nposeeHi
B NMOBHIRA BIANOBIHOCTI 3 BUMOraMu, BCTAHOBTIEHUMU B YWHHOMY KepisHUUTBI no GMP,
3aTBeppreHomy MiHiCTepCTBOM OXxOpOHM 300poB's YKpaiHy, | 3 BUMOraMM peccTpaliiiHoro

[OCHE KpPaiHW Npu3HaveHHs

Cepin no3BoneHa Ao peanisayii / BigsanTaxkeHHs 3 03.07.2024

Mb: Kopotkoea O.T.

3aTeepixkyro

MNocaga: CTaplimi iHCNekTop - yNorHOBaXeHa ocoba

Tinnwvcano enektpenHum nignuncom: 03,.07.2024  16:45
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JoKyMeHT niignuncaHo y cepeici BuacHo (noyartok)
00481212_20240703_Certificate_170000008054.pdf
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